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DEPAllTMENTOllllEALmAND HllMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DAlEI&) OF INBPEC110N 

us Customhouse, am 900 2nd & Chestnut St 08/29/2008 - 09/16/2008* 
F$NU48ERPhiladelphia, PA 19106 

(215) 59.7-4390 Fax: (215)' 597-0875 2573016 
HAM AN INQVlOUAl. U 

TO: James E. Starr, Chief Executive Officer 

American Red Cross Greater Alleghenies 
Region 
cnv. STATE, Z5' t:OOE, CQUNTRi 

250 Jari Drive 

IN$PECTED 

Johnstown PA 15904 Blood Bank 

This document lists observlltions m~e by the:FDA representative(s) dmine the insp1lClion of your Iheiliry. They Ilte inspoctionBi 
obsonlations, and do not represent afinal Agency detennlnation regarding your compliance. Ifyou have an objection regarding an 
observation, or have implomcnted, orplan to implement, corrective action in response to an observlltien. you may discuss the objection or 
action with Ihe FPA representatlve(s) during the inspection or suhmitthis information to:FDA at the address abcve. Ifyeu have any 
questions, please contact FPA at the phone number and address above. 

DUroNG AN INSPECTION OF YOUR FIRM 1OBSEll,VED: . . • 

OBSERVA'tION 1 

There is a.failure to thoroughly review tile failure of a batch or any orits components fo meet any of its specmc.tions 
whether or not the batch has been already distn"bmed. . 

BetweeD January 1, 2008 and AUgnJl! 31, 2Q08. the Greater Alleghenies Region (Region), failed to prevent tile manufacture,
 
distnoulion and subsequent transfusion, ofthree units ofPacked Red Blood Cells (ProlC), which were manufactured from
 

. overweight units of Whole Blood. DUring the inspection. an internal query', performed by !he Region on or aboUl Sep!ember
 
2, 2008. revealed, 

A. Whole BloodUnit_ colleCled on August 25. ;Z008. was claasitled by the Region's conection s!aft'as 
overweight. This unit wllS·furtlrer manufilctured. shipped on August 27, 2008 and later transfused. 

It Whole BloodUni_collected on January 28,2008, was <:lassified by tile Region's collection..s.raff as . 
overweight. The uni er manufactured, shipped On February 4, 2008 and later transfused. '. . . ' 

C. Whole BloodUni_colleqed<\ln January24, 2008, was clru:sified by tile Region's collection staffas overweight. 
The unir was further ~d, ship;l.1"d· on'lanuaiy 31,2008 and later transfused. . '. . .. . 

OBSERVATION :z
 
Failure to petform a tilorough investigation of an lInCl<)llained discrepancy. 

The Region failed to initiate andlor perform a thorough investigation oftile following unexplained discrepancies, as required 
in Paragraph IV.B.l ofthe April 15, 2003, Consent Decree ofPennanent Injunction (Deeree), 

A. From January 1,2008 to August 31. 2008, the Region collected 78 units ofWhole Blood which were classified as 
overweight. Three PREC units, manufactured from three (i.e., ofthe 78 
overweight units, were &'Ilbsequelltially distributed and lnlllstilse , These three units were en as problems on 
September 5, 2008 and logged them into tile_AutomatedProblem Management System (APMS) (Exception 
Detail Reporl on September S, 2~er. as ofSeptember 16, 2008. the Region has not initiated 
investigation ofme remaining 75 overweight units nor has the Region logged these units into the APMS. 
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DEPARTMENT OFBE,U.'Ql;\J'lJ)llUMAN SERVICES 
FOOD AND DRUG ADMINl5rRATION 

us Customhouse, Rm 900 2nd & Chestnut St 08/29/2008 - 09/16/2008* 
~h~lade1ph~a, PA 19106 , '" 
(215) 597-4390 Fax: (215) S97-0875 2573016 

TO: James E. starr, Chief Executive Of£icer 
EfAOORi(14 

American Red Cross Greater Alleghenies 250 Jad. Drive 
Re ion 

DE, COUNJR'( 

Johnstown PA 15904 

(b) (4)

Blood Bank 

(b) (4)

B. Red Blood Cells Pheresis Unit_ which was collected on April 24, 2008, by Bmploy~exhibited a 
discrepancy. This discrepancy was detailed, by Employe., on the SUPll0!ting� 

(Record) as "... the bag was full ofair just like Saturday.:.". 00 e seres,s mt.27G� 
was manufactured and the two components were not distributed. The unit referenced on the Record is Red Blned Cells 
Pheresis Unit which was collected by Employee. on April 19, 2008. This unit was further m'8l1ufaolUred 
and One ofthe components Was distributed on April 25, 2008. '. 

The discrepancy is specific to Red Blood CelIs Pheresis Unit in·that this roblem was not identified and 10 ed· 
into the APMS, when the problem Was initially. discovered. The Region initiated a 
April 24, 2008. On July 11,2008, 

(b) (4)

the Region identified this problem, initiated investigation and logged the problem into 

(b) (6)

the
on 

(b) (6)

APMS as Exce tion Detail fte ort 

OBSERVATION 3 

Written st~d operating p;"'cedures inoluding all steps to be followed in 

(b) (4)

the collection, processing, storage, and 
distribution ofblood and blood components for further manufacturing purposes ace not always maintained and followed. 

Specifically; 

A. Initial Entrv of Problems into the APMS; 
Paragraph IV.B.I ofthe Decree directs the establlsinnentto develo 
evaluate problems. Additionally, the'intlm1al procedure titl 
that problems must 

(b) (4)

be documented within the APMS no more an ays·a er e scovery 0 e prO • e 
establishment does :~t always enterproblems into the APMS within S days ofdiscovery. ~or example; .; 
I. Exception Numb was discovered on September 6, il0071lDd not ente.red into the APMS until-September 17,� 
2007, This Region Problem I!lVebtigaJi~:lUwas initiated in response to the FORM Fl:>A 48:3 -lNSPECTIONAL� 
OBSERYATIONS (FpA 483) dated ~~~.2007.. -'� 

2. On April 19, 2008, Red Blood Cells l'hlllesis Unit WllJI collected, Identified as unsuitable and detlliled on Q'� 

ClF. Investigation ofthis problem was initiated on~8 (78 days post ~covery)when the problem was logged into� 
the APMS as Exception Number_. Uni~was manufactured and one ofthe two components was .� 
distribuwd On April ZS, 200S.� 

3. 43 ofS707 year to date, Region_l'toblelU Investigations were not entered in the APMS within 5 days ofdiscovery.·� 
For example:� 
Exception DateDiscovered Date :Entered Days to Enter� 

• 
March 25, 2008 August 4, 2008 ·132� 
April 4, 2008 August 4, 2008 112� 
April 11,2008 May1S,200S 34� 

B. Corrective Action Plans <CAP);� 

SEE: R.EVERSE 09/17/2008�AMENOEDOF WIS PAGE 
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DEPARTMJNT Oli mtALT.Il:..mIl HUMAN SERVICES 
FOOD AND DRU~ ADMINISTRATION 

DlS'fRIQ'f ADDRUG N eER 

US Customhouse, Rm 900 2nd & Chestnut St 08/29/2008 - 09/16/2000; 

~~t;fd~~~~~~90PAFa~;tg~5) 597-0875 2573016 

(b) (4)

NAMEAHD1T1\li OF ItoVIOl.W.10\l\ItIOM REIJORr """EO 

TO: James E. Starr, Chief Executive Officer .... 
Region 

(b) 

TYPEIE8TASIJ81oHD{TIJoISPIiCTED 

(b) (4)

American Red Cross Greater Alleghenies 
, 

250 Jari Drive 

Johnstown, PA, 15904 alood Bank 

The internal procedure titled dUecm that fonnal 
.CAPs must be developed for problem investigations. lbe establishment does not always develop formal 
CAPs as directed. Fo~ 

1. Exception Numb~ dated May 2~ dewls the enlly ofa two digit versus a three digit donor tem~ 
into the Electronic Blood Donor Record. This _ problem investigation, is further documented as • 
_. 'This Issue was closed on May 23, 2008, without the creation ofa formal CAP,. . 

2. Exce;tion N~ber_dated September 6,2007, details the R 'on's investigation oCthe previous F;:D
i

A.483•.•lb.is 
problem investigatilJIl, is further documented which is 1dentified as a • i

is ponding resolution without the creation ofa formal (CAP. 

2. The lJlSnakemenl and resobmission timeframes. oia proposed CAP, which is reviewed and classified as "rejected", is not 
!boroughl)' aetailed within an internal procedure. 

by Employe,-on April 19, 2.008, exhibited "too lIlUt:h sit in the bag". 'This discrepancy was not recognized in 
!!Ccordance ~tb.1he relevant. internal pr9~edure ~d ,osulted in the distribution ofone manufactured component on Apr.i125, 
2008. . ." . 
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DEPAltTM£NX'OFUAX.THANDHUMAN SERVlCl:S
 
FOOD AND DRUG ADMINISTRATION
 

g1STA!CTADDRU$ANI)PHONSNUM6ER tlA~~OfINP~n(lN 

US custOn\house, am 900 2nd ~ Chestnut St 08/29/2008 - 09/16/2008*.........
PHiladelphia, PA 19106 .(215l 597-4390 Fag: (t15) 597-0815 2573016 ,-, 
NAMe Nm 1TttE OF INDIVIDUAl.TO lM-tDM REP~TlaalJED 

TO: James E. Starr, Chief Executive Office);"
fi.........
 &TR£ETAtlDRES8 

American Red Cross Greats);" Alleghenies 250 Jari' Drive
 
Ren-ion
 

aTY. u"n;. ZIP oooe, COlJ'mRY lYPe E8TA8Uii~EtfTIN$DEc:rED 

Johnstown, PA 15904 I>lood 5ank 

• D~TEB OF INSPECfION;
 
0812912008(Fn), 09/0212008(Tue), 09/04/2008(l'hu), 09/0~12008(Fri), 09/0912008('X\le), 09/10i:l008(Wed), 09/1612008(Tuc)
 

FOA EMPLOYEE'S ~AME, TITLE, AND SIGNAtuRE: '. 

Lt:4 . 

" 

Travis RHunt, InvestilYator 
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